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EBpa3niicKMi1 3KOHOMMUUYECKUIA COLO3

PI'Y «KomuTeT MEJAMIMHCKOro M (papMaleBTHYCCKOro KOITPOIIs
Munucrepersa 3apasooxpanenns Pecriybmuku Kasaxcran»

CEPTHOHKAT
COOTBETCTBUSI [TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TPELOBAIMAM [TPABHIJI
HAJUIEXAIIEHA [TPOU3BOJICTBEHHOM ITPAKTHUKH
EBPA3ZMUCKOIO DKOHOMUYECKOI'O COIO3A
Ne GMP/EAEU/KZ/218-07-2025

Cpok neitctaus ¢ 03 urorst 2025 . 110 02 uions 2027 r.

b . b chwch Wb chwchwidy

Boiytan 1o WToraM npoBesicHus (hapMaucBTHUCCKOH HHCNCKUMM B coorsercriy ¢ Ilpasunamu
NpoBe/ieHns  (apMAlLCBTHYCCKUX  MICHCKIMIA,  yTeepajieniibivu - Pemennem  Cosera Espasuiickoit
SKOHOMHYECKON kKomuiccnn ot 3 nosGps 2016 r. Ne 83.

R

Gd

KomuTeT MEJIHIIMHCKOrO U (baDMaIlCBTH‘ICCKOI‘O KOHTPOJIA
MHUHHCTEPCTRA 3/1paBooxpalicHus Pecnybnunky Kaszaxcrau

HOATBCPHJIACT CIIC/IYIONIICE:
IpoBc/ICHAa (bapMa[J.CBTH‘ICCKaH HHCIICKIIHA

AO «Kuesyeonpenapamy
npocnexm bepecmeticrui, 120, o. Kues, Vipauna.

HA OCHOBAHUIM:

- sasgenenus ot 04.03.2025 roja Ha npoBe/icHUe HICIICKLHN Ha COOTBETCTBIE TpeboBanniM najuiekalieii
NPOM3BOACTBEHHOH NpakTHKH EBpasuiickoro SJKOHOMHYECKOro ¢003a (MHOE OCHOBAHNC).

Ha octosatyy ¢BejeHUil, 1HONyYeHIBIX NpH nposeiciy GapMaleBTHYCCKON HHCHCKIUHN, OC/IC/ss 13
KOTOphIX Oblia npoBejieHa co 02 mo 03 wons 2025 roj@a, yCTaHOBJICHO, 4TO Jlanioe (papmalleBTHIECKOE
IIPOM3BOCTBO COOTBETCTBYET TpeGoBatmsam [Ipasii1 HauiesKalel 1POH3BOJICTBEHHON NPAKTHKH Eppazuiickoro
JKOHOMHUCCKOrO COI03a, IKBHBaICHTHLIX [Ipununnam u PykosoactBy Epporneiickoro coiosa 1o nauiexkaieit
I1POM3BO/ICTBEHHOI [PAKTHKE JICKAPCTBEHHBIX CPC/ICTB JUIS MEIHIIMHCKOIO M BETCPHIAPHOTO [PHMCHCHUA H
ripuninam CHCTEMBI COTPYIHIYCCTBA (hapMallCBTHICCKHX HHCICKIMI (PIC/S).

Hacrosnmii  cepTudukar oTpaxkaeT CTaTyc [POM3BOJICTBCHHON IUIOWA/IKH  Ha  JaTy [1pOBC/ICHNd
dapmalienTHUYECKOIl HHCIICKIIMN | 110 HCTeueHHH Dosiee 2 JIeT OT AaThl HPOBEJICH IS [TOCTICAHCTO IS TIOCIIC/IHEro
MHCIEKTUPOBAHHUA HE MOMKCET CHHTATLCS JIOKYMCHTOM, CBHJCTCILCTBYIOUIMM O CTATYCC COOTBCTCTBHS. Cpok
JnelicTBus cepTu(uKaTa MokKeT ObITh COKpALICH IIPH HCIIOJb30BAHNH COOTBETCTBYIONIX NPHHLUIIOB YIPABR/ICHNA
pHCKAMH TIPH HAIMYMH coOTBeTCTBYloUlell 3amicn B noje «OrpaHHucHis WM NOACHUTCNILHBIC 3aMETKH,
Kacaioliecs 061acTH IPHMMCHEHHS HACTOAILEro cepTu(uKarar.

Ceprudukar sBiserest JICHCTBUTEILHBIM B CIIyHae NPC/ICTaBICHUs BCEX Cro JICTOB (KaK OCHOBHBIX JILCTOB,
TaK U JIONOJMHUTEIbHbIX JINCTOR).

AyTenTHUHOCTS (MOUIHHHOCTS) HACTOALICIO cepTH(HUKATA MOKIO NPOBEPHTL B Oaze jpanunix Komunrera
MEJIMLMICKOTO N (hapMaleBTHYCCKOro KonTpoliss MUHICTEPCTBA 3/1paBOOXPAHCHHS PecnyOnukn Kasaxcran.

Ecnu ceprudukar e npejcTaBliell B YKasaHHoil Oase JlanHbIX, ClejyeT o0paruTbes B yNOJHOMOUCHHBIT

opraii, €ro BbIIABLIHIL.
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EBPa3snnCKUIA IKOHOMUYECKUIA COIO3
Ne GMP/EAEU/KZ/218-07-2025

.HEI{apCTBClIHbIC cpcuacrsa JUIA MECIULIUHCKOrO IMPHUMCHCHHA

JlekapcTBEHHbBIC MPENAPATLI JUTS KIMHHUCCKUX HCC/IC/0BAHHH (MciLITaH )

[Haumenosatue

1. IPOV3BOJACTBEHHBIE OINEPALIMN - JEKAPCTBEHHASI TPOAYKLHS

CrepunbHas POy KL

1.1.1 Ilpon3BojiMMas acelTHieckuM 1yTem (onepaitnin 00paboTKu JUIs CJICAYIOULIX JCKAPCTECHHRIX hopm):

1.1.1. Kuakue nexapeTsenibie GopMbl 00b1I0I0 00beMa

1.2. JKukue nekapcTBeHHbie HopMLI Majloro 00LeMa

.3, JInodniinzarsl

1.5. Markue nekapcreeHHbIE GOpMbI

I

1,1

Ialh]

1.1.1.4. Teep/ble TeKapcTBEHHLIC (OPMbI 1 HMILIAHTATEI
L,

L,

1.1.6. TTpouas pOAYKILS, IPOU3IBOINMAs B ACCHTHYCCKHX YCIOBHIX

1.1.2. Mozmepraemas GHuNUINON cTEpUIN3aILM (o1epalit 00paboTki Juls CIICTYIONUIX JICKAPCTBCHHLIX thopm):

1.1.2.1. Huaxue nexapersetinble popmbt 50J1b1I0T0 00beMa

1.1.2.2. JKujikate JiekapeTreltble $opmbl Majioro 00heMa

1.1.2.3. TeepJibic JIeKapeTBEHHBIC POPMBI U UMILIAHTATDI

1.1.2.4, Msrkue JieKkapcTBeHHbIC (OpMbI

1.1.2.5. [lpoyas npo/iyKiuis, "1oiBepracmasi (JUHUILION CTCPIIIH3aliiN

3. Bpimyckaiouutii KOHTPOTh KauyecTsa (BbIIYCK CCpHi)

}IQCTcanu,naﬂ [POJIYKILHs

1.2.1. HecrepwiihHas HPOLY KLU (TEXHOIOTHYCCKHE ONICPallii JUTS 110J1y4CITHA CIICILYIONINX JICKAPCTREITILIX hopm):

2.1.1. KaucyJisl B TBep/10ii 000J104KC

.1.2. Karicviabl B MArkoii obosouke

1.3. JKepateplibie JIeKapeTBetibie hopMbl

1.4, UMnperugpoBatHtbic JIeKapeTReHHbIC (JOPMbL

.5, JKuaxne nekaperseriibie GopMBL Ul HAPY/KHOTO IPUMEHCHIA

. JKujkue JICKApCTBCHILIE (;I)OprI JUIA BHYTPCHHCTO TIPHUMCHCHUA

[[poune TBEPIIBIC AEKAPCTBEHILIC (opMbI

. Lpenapatsl, HAXOJBILICCS MO/ AABICHHCM

I.
L
L
IE
1:
i
1
i,
L.
L

Nt‘dt\)h)i-)t\)l\-)l\)l\)

A

1.6

(1.7, MeuIMHCKHE 1a3bl
1.8,

1.9

il

10. PajnonyKJIMIHBIE FeHCpaTophl

1.2.1.11. Msirkue jekaperseriibie GopMbl

l.2. 1.12. Ceuu (cyo3uTOpHn)

1.2.1.13. Tabnerku

1.2.1.14. TpaucuepmMalbHble IUIacThipH

1.2.1.15. Ipouasi HECTEPHIILIIAs IPOJLYKILItA

1.2.2. Buiyckaronii KoHTposib kauecTsa (cepTudiikaiiis cepim)

buoJjioruyeckas e KapcTBCHHAsA HPOJIYKILHA

1.3.1. Brnonorudeckas JICKapcTBCHHas! IIPOJIYKIHA:

1. 1. ITposyKThl KpoBH

.1.2. UIMMYHOJIOPHUCCKAS TIPOJLYKIMA

1.3. HpO,ﬂyKuHH Ha OCHOBC COMAaTHUYCCKHX KICTOK (llpOIl)’K]lHSl JUIA Tepaltinm COMATHUCCKIIMH KICTEaAMU)

.1.4. lenorepalieBTHUCCKAS TPOILY KIS

5%Adl

.1.5. BHOTEeXHOJIOIHYECKas IPOLY KUIS

1 6 [1po,1yKiLis, BLUICJCHHAS H3 KUBOTHBIX HCTOUHUKOB HIIH Opraios (Tkaneii) uciloBeka

y

i
g
i
L
L
L.
Ik

UJLOJ{JJWL})L}JLJ)

7. TkaneHIzKe HEpHAS IPOLYKLLHAS (IIPOJLYKIMS TKAHEBOIT HITKCHCPIH)
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EBpa3sniicKui1 3SKOHOMMUYECKUINA COIO3
No GMP/EAEU/KZ/218-07-2025

1.3.1.8. IIpouas GuoJioryyueckas JICKApCTBEHNAs PO KIS B
1.3.2. Bolnyckaroluii KOHTpOJIb KauecTna (cepridurarius cepHn) (Jepetcis BIJIOB POJIYKIUH):

1.3.2.1. [lponyKrbi KpOBH

1.3.2.2. MIMMyHOJOTHYECKAs! [IPOAYKIINA
1.3.2.3. IlpoJiyKThl Ha OCHOBE COMATHUCCKHX KJICTOK (IPOJLYKIMA JUISL TCPAIHN COMATHUCCRIX KJICTOK)

1.3.2.4. I'enorepaneBTHyecKas NpoLyKILA

1.3.2.5. buoTexion0ornyecKas MpoyKims
1.3.2.6. [lpojtyKIiinsl, BbLICJICEHAs W3 FKIBOTHBIX HCTOYIMKOR M/IH OPralion (TKancif) ucnoBeKa

1.3.2.7. Tkaneunzencplas poAyKIUs (IPOJLy KIS TKaNCBOH HIZKCHEP )

1.3.2.8. [lpouas OHOJOIHYECKAS JICKAPCTBCHHAA 1TPOJLY KLLHL

1.4 | Ilpouas nexapcTBeHHad NpoJyKIs WIH IPOH3BOJICTBEHTIAA NEATCILHOCTD

1.4.1. TIpou3Bo/ACTBO:

1.4.1.1. PacTuresnHas NPOIYKILs
1.4.1.2. TomeonaTHYeCKOIl POIYKILIH

1.4.1.3. Tlpouas mpoayKIiimsi

1.4.2. Creprinzaiiist hapMalleBTHICCKUX cyOcTaliliif, BCIOMOraTe/IbHBIX BEICCTR, roTOBOI LPOJYKILHH:
1.4.2.1. Oduanrpanys

1.4.2.2. CyxoxapoBas CTCpHIM3AINA

1.4.2.3. CrepuiM3alys 1apom

1.4.2.4. XuMuuccKas CTepinsans

1.4.2.5. Crepun3zalins raMMa-H3jlyucHmnem

1.4.2.6. CTepiuiu3alliis MICKTPOIHBIM H3YYCIHEM

1.4.3. Ilpouce ) i

1.5 | YVnakoBska

X | 1.5.1. IlepBuiHas yljakoBka:

1.5.1.1. Karcyisl B TBepaoit uboaouke

1.5.1.2. Katcyinl B MATKO# 000J104KC

1.5.1.3. Kesare/bHbIC JICKAPCTBEHHBIE GOpMbI

1.5.1.4. UMnipernyposatiible JIeKapeTeliibic GopMbl

1.5.1.5. Kuakue JickapcTBeHHbIC (DOPMBI JUisi HAPY/KTIOIO HPUMCHEHHS

1.5.1.6. XKuzxue nekapersetiibie OPMBI JULS BHYTPCITHETO MPHUMCHCHHS

1.5.1.7. MepunuicKne raspl

1.5.1.8. [Ipouite 1Bep/bIC JICKapCTBEHHbIE GOPMLI

1.5.1.9. Ilpenaparbl, HaXOASUIIECH 110 JIABICHICM

1.5.1.10. PaitouyKINUIHBIC I'CHCPATOPLI

X 1.5.1.11. Msrkue siekapcTseHHble Gopmbl

1.5.1.12. Ceeun (CyNIo3suTOpinu)

1.5.1.13. Tabnerxu

1.5.1.14. TpancjcpmalibHbiC ITACTLIPH

1.5.1.15. [lpouast necTepriibHag JIEKAPCTBCHHAA 1IPO/iy KIIHA

X | 1.5.2. Bropuunas (noTpeGHTCIIbCKAA) YIIAKOBKA

1.6 | Kourpouib Kauccrsa

1.6.1. MukpoGHOJIOr HYeCKHE HCIIL! TAHMAT CTCPHILHOCTE

1.6.2. MukpoGHOJIOrHYECKOE TECTHPOBAIINE: MUKPOOHOIOrHYECKAs UHCTOTA

1.6.3. Xumuueckne (gpuznyeckue) HCHbITAHNA

1.6.4, BHOJIOrHYCCKHE MCTIbITaHHS

B oTuomennn Mo0bIX O[‘pﬂllﬂ‘-lélllflﬁ WM OSCHEH. OTHOCHIIHXCS K JIAHHBLIM TTPOH3BOICTBCITLIM Olepatnam (324 MCKJIIOYCHH]
C/IVHACE, KOILA MOACHCITHE ABANCTCA OOHIHM KOMMEHTapUEM K [poleccaM Ha [IPOU3BOICTBCHHOM obneKre). rie Obl HH HPUMEHSTH
ITH OTPAHHYCHHA W TOACHCHIIS, HeoOXO0/IMMO BKJIIOYAThL OTCLUIKY K COOTBCTCTBYIOLIEMY HOMCPY NYHKTa CCPTH(I)IIK'ATH GMP.
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EBpa3nifiCKMiA IKOHOMMYECKUIA COHO3
Ne GMP/EAEU/KZ/218-07-2025

2. UMIIOPT JIEKAPCTBEHHOM I1POYKIIMH

2.1 | Koutpo:ns KauecTsa HMIOPTHPYEMOIl JICKApCTBEHNON HPO/LYKIH
2.1.1. MukpoOHoIorHyecK1e HelblTaHi: CTepUILHOCTD
2.1.2. MuKpoGHOJIOTIECKOE TECTHPOBAHNE: MHKPOOHOIOTHYCCKAR YHCTOTA
2.1.3. Xumnueckue (Gpu3nUecKHe) NCIBITAH A
2.1.4. bHoNOrHYeCKHE HCITbITAaHNs
2.2 | Ceprudpukaiis cepiu HMIIOPTHPYEMOIT JICKAPCTBCHHON TPO/IYKINHT
2.2.1. Crepunbias HPOJIYKIIHA:
2.2.1.1. llpom3goinMasi B acCimHICCKHX YCAOBIIX
2.2.1.2. lloasepracmas GUHULINOI CTCPIUIIZALIN
2.2.2. Hecrepuabshas poJlyKiMs
2.2.3 buonorHyeckas JICKapcTBCHHAA MPOJIyKIHA:
2.2.3.1. [lpostyKThl KpOBH
2.2.3.2. UMMyHOJIOTHYECKAs TTPOJLYKIINA
2.2.3.3. [Ipo/IyKIiis HA OCHOBE COMATHYCCKHX KICTOK (IPOJLYKIUS JUIA TCpaliii COMATHICCKHMH KJICT KaMII)
2.2.3.4. 'enorepalie BTHUCCKHE TTPOLYKThbI -
2.2.3.5. bHoTexnoJIoru4ccKas mpojLy Kius
2.2.3.6. IIpojyKIis, BRUICICHHAS i3 KHBOTHBIX HCTOUHUKOB MM OPralos (TKancti) 4c/iosexa
2.2.3.7. TkasenmkcHepHas NP LYKIHs (POJLYKIIHS TKAHCBOH HHKCHEPIIH)
2.2.3.8. ITpouas OHOIOIHUECKAS JICKAPCTBCHHAS HPOJLY KA -
2.3 | Ilpouas jesTe/ILHOCTL MO UMIIOPTY (BBO3Y)

2.3.1. [nowanka (pu3NICCKOro UMIIOPTA (BBO3d)

2.3.2. UIMIopT IpOMCKYTOHHOI 1IPO/LYKILHI, 10/IBCpralomiciics nanpiciieii odbpadorie

=
3
2.3.3. Ilpouce

3. IPOIBBOACTBEHHBIE OMEPALIHH — DAPMAIEBTHUECKHE CYBCTAHLMN

MapmatienTiucckas cydctams (cyderanigm): o

3.1 | Tlpou3Bo/IcTBO apManeBTHUCCKIX CYOCTalIii MCTO/IOM XHMITUCCKOrO CHlitesa
3.1.1. IIpon3BOICTBO IPOMEAKYTOUHBIX NPOJLYKTOB (hapMaIeBTHCCKOI cyOcianim M, |
3.1.2. [Ipou3BOCTBO HEOUNIICHHOIT apManerTiueckoil cyocTanimm C
3.1.3 Coscobpazonanue (OUHCTKA):
3.1.4. [lpouce L 5 )

3.2 | [IpoussoActso papMaueBTHUSCKI CyOCTaIMi MCTOIAMI BRULCJICHHS 113 IPHPO/LIBIX HCTOUHUKOR
3.2.1. Boiteseine QapMareBTHyeCKuX cyGcTanumii 13 HCTOUHNKOB PACTHTCIILHOTO IIPOHCXOUIICHHA
3.2.2. Beutesienivie papmMauesTHUCCKIX cyOeraninii 13 HCTOUHNKOB AKHBOTHOIO TIPOHCXOKIICHHA
3.2.3. Bouresienne dapMaleBTHYECKIX cyOCTaIIT 13 Opraios (TKakeil) 4ejoBeKka
3.2.4. BpijiesieHue dapmaLeBTHHCCKNX cyOcTaniii i3 HCTOHHNKOB MUHEPAJILHOTO IMPOHEXOA/ICHHA

el 3.2.5 Mojmukalms BuICICHHON (hapManenTticckoii cydcTanilun (yKashisacres 3 IyHKTOB 3.2.1.324)

3.2.6. OyucTka BbUle/ICHHO (FapMaleBTHUECKOI CyOCTAHIIN (YKA3LIBACTCH HCTOHIIIEK 13 TIYVHKTOB 32.1-324)
3.2.7. Ilpoyec ) ) e

3.3 | Mpoussoictro dapmauenTHieckux cyOcTaliuii ¢ HCHoNL30BAHHEM OHOJIOIHCCKIN NIPOIICCCOB
3.3.1. depmenTalus
3.3.2. 1lpom3BOiCTBO €  MCHOJB30BAHHCM  KICTOHHBIX  KYJIBTYP e ~ (ykazarp I
HCTIONB3YEMBIX KJICTOK) (110/1 YKa3amueM THI KICTOK IOMHMACTCS HX THIIoBas cHeltn(IHOCTh, JIMHHS, IITaMM
npouce)
3.3.3. Beigenenne (04McTKA) e
3.3.4. Moaudukanus
3.3.5. Ilpouce [ Y KX N e

3.4 | 1IpoH3BoJICTBO CTCPIUILILIX (PAPMAIICB IHUCCKIN cyGeraniii (pasieint 3.1, 3.2, 3.3 10JKNb! ObITh 3a10JHCHDL, 1)

[IPHMCHHMO)
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EBpa3uiiCKMiA SKOHOMUYECKMIA COLO3
Ne GMP/EAEU/KZ/218-07-2025

3.4.1. dapmauesTHICCKHE CYOCTANIMY, TPON3BOJIIMBIC B ACCHTHHCCKHX YCIOBIX

3.4.2. apmaueBTHYCCKUE CYOCTaNIMH, 110/1BEpracMbic GUIHLIHON CTCpHII3ALITT

(5]
N

5 | 3asepuralone cTajany IPOH3BOACTBA PAPMAICBTIUCCKIX cyOcTanmil

3.5.1. Cramun dusiricckoii 00paboTKiL

3.5.2. llepsuunas ylnakoska

3.5.3. Bropuynas ylakopka

3.5.4. Ilpouce

(yKazarh Juis olepanuii, HC ONMHCAHHBIX BB

3.6 | KoHTpoib KayecTsa

3.6.1. @u3uycckie (XUMITHCCKHE) HCTIBITall sl

3.6.2. MEKpOGHOJIOTHUECKHE HCITLITANHA (BKIOYAA HCIILITAHS HA CTEPHIBHOCTH)

3.6.3. MuKkpoOHOJIOrHHCCKIE HCIILITAHHA (HCKINIOMas HCIILITalN Ha CTEPHIILIOCTD)

3.6.4. BHOJOTrHYECKUE HCLIBITAHUA

4. IPOYUE OIEPALIMU - PAPMAUEBTUHYECKHE CYBCTAHIINH

OrpatiieHIs 1AM TOACHHTCLHBIC 3AMCTRH, KACAIOUIMECH 00JIACTH NPHMEICHHs cepridiikara:
Ha ociiosat oueiki prcka ot 30.06.2025 1., cpok jieiicTans cepriigukata orpariiict 10 2 jiet.

Laiirybacs E.H.
W. 0. 3amectirenst peceaiels
Komurera MEBIMICKOIO U
(apMALCBTHICCKOIO KOBTPOIIs
MHUHHCTCPCTBA 3/1PaBOOXPAHCHIS
Peenybunkn Kazaxcran

(D.1.0., 20FRH0CTS)
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